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Applicant's arguments filed February 28, 2003 in paper no. 14 have been fully considered but 

they are not persuasive. The amendment has been entered. Pending claims are 57-71. The declaration 

by David Wells has been considered but not deemed persuasive. 

A rejection based on double patenting of the "same invention" type finds its support in the 
language of 35 U.S.C. 101 which states that "whoever invents or discovers any new and useful process ... 
may obtain a patent therefor ..." (Emphasis added). Thus, the term "same invention/' in this context, 
means an invention drawn to identical subject matter. See Miller v. Eagle Mfg. Co., 151 U.S. 186 (1894); 
In re Ockert, 245 F.2d 467, 114 USPQ 330 (CCPA 1957); and In re Vogel, 422 F.2d 438, 164 USPQ 619 
(CCPA 1970). 

A statutory type (35 U.S.C. 101) double patenting rejection can be overcome by canceling or 
amending the conflicting claims so they are no longer coextensive in scope. The filing of a terminal 
disclaimer cannot overcome a double patenting rejection based upon 35 U.S.C. 101. 

Claims 57-68 and 71 are provisionally rejected under 35 U.S.C. 101 as claiming the same 
invention as that of claims 92-127 and 130 of copending Application No. 09/225,233. This is a 
provisional double patenting rejection since the conflicting claims have not in fact been patented. 

The claims are to a product, nonhuman embryo clones and nonhuman mammalian clones, 
produce by process. While the process steps themselves are obvious over each other, the products are 
identical. 

Applicant argues that the inventions presently claimed and those in A 233 are not the "same" 
invention as defined under 101 because the present claims could be infringed without infringing those in 
'862. This argument is not persuasive. 

The products, while made by materially different and separate methods, are the same. There is 
no patentable distinction between them. The methods of making do not affect the product being claimed. 


The nonstatutory double patenting rejection is based on a judicially created doctrine grounded in 
public policy (a policy reflected in the statute) so as to prevent the unjustified or improper timewise 
extension of the "right to exclude" granted by a patent and to prevent possible harassment by multiple 
assignees. See In re Goodman, 11 F.3d 1046, 29 USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 
F.2d 887, 225 USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); 
In re Vogel, 422 F.2d 438, 

164 USPQ 619 (CCPA 1970);and, In re Thorington, 418 F.2d 528, 163 USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) may be used to overcome 
an actual or provisional rejection based on a nonstatutory double patenting ground provided the 
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conflicting application or patent is shown to be commonly owned with this application. See 37 
CFR 1.130(b). 

Effective January 1, 1994, a registered attorney or agent of record may sign a terminal 
disclaimer. A terminal disclaimer signed by the assignee must fully comply with 37 CFR 3.73(b). 

Claims 57-68 and 71 remain rejected under the judicially created doctrine of obviousness-type 
double patenting as being unpatentable over claim 11-18 of U.S. Patent No. 6,252,133 Bl. An 
obviousness-type double patenting rejection is appropriate where the conflicting claims are not identical, 
but an examined application claim not is patentably distinct from the reference claim(s) because the 
examined claim is either anticipated by, or would have been obvious over, the reference claim(s). See, 
e.g., In re Berg, 140 F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11 F.3d 1046, 29 
USPQ2d 2010 (Fed. Cir. 1993); In re Long/) 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 1985). Although the 
conflicting claims are not identical, they are not patentably distinct from each other because the presently 
claimed cloned nonhuman embryos, cloned nonhuman mammals and reconstituted nonhuman 
mammalian oocyte are made a process claimed in '133. 

The present claims are drawn nonhuman embryo clones, nonhuman mammal clones and 
reconstructed oocytes that contain the same set of chromosomes as a pre-existing, nonhuman, non- 
embryonic mammal by nuclear transfer of a nucleus from a Gl donor cell. The embryo clone is produced 
by nuclear transfer of a diploid donor cell in the Gl phase of the cell cycle into an Mil oocyte of the same 
species as the cell, followed activation and culture. To produce the mammal, the embryo clone is 
transferred to a recipient female of the same species as the cell. The donor cell is from a pre-existing, 
nonhuman, non-embryonic mammal. The reconstructed nonhuman mammalian oocyte comprises a 
nucleus of a differentiated nonhuman mammalian diploid donor cell from the same species in the Gl 
phase of the cell cycle and is capable of developing to term. Claims 11-18 of '133 are to methods of 
reconstructing an embryo of a nonhuman mammal comprising a donor diploid cell in the Gl phase of the 
cell cycle into an unactivated, enucleated Mil phase oocyte of the same species as the cell, maintaining 
the reconstructed embryo without activation in the presence of a microtubule stabilizer or inhibitor, 
activating the reconstructed embryo, and, transfer the reconstructed embryo to a female of the same 
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species, to produce the mammal. The donor cells of the present claims fall within the scope of "diploid 
donor cell" of the claims in '133, and donor cells are defined in the specification as coming from a pre- 
existing, nonhuman mammal non-embryonic mammal. An incubation step with microtubule stabilizers or 
inhibitors is defined in the present specification, activation is defined in the present specification as taking 
place with or without the stabilizers or inhibitors, and activation is defined as being by fusion. '133 claims 
a mammal is produced by transferring the embryo to a female mammal of the same species. 

Therefore, at the time of the instant invention, it would have been obvious to the ordinary artisan 
to produce a cloned nonhuman embryo or a cloned nonhuman mammal as presently claimed given the 
method steps of claims 11-18 in '133. 

Applicant agreed to file a terminal disclaimer to U.S. Patent No. 6,252,133 Bl once allowable 
subject matter is identified. 


The following is a quotation of the first paragraph of 35 U.S.C. 112: 

^fn? 60 ^ 0 ? Sha " COntai " 3 ? men ^P 80 " of ** inv en«on, and of the manner and process of making and using 
i , in such full clear, concise, and exact terms as to enable any person skilled in the art to which it pertains, or with which 

aS?ourhfeiwenfen to "* ^ ^ ^ Sha " ^ beSt m0de contem P |ated bv me inven tor of 

Claims 57-64, 69 and 70 are rejected under 35 U.S.C. 112, first paragraph, as containing subject 
matter which was not described in the specification in such a way as to reasonably convey to one skilled 
in the relevant art that the inventor(s), at the time the application was filed, had possession of the 
claimed invention. 

Claims 57, 61, 69 and 70 each contain the phrase "same set of chromosomes." However, the 
specification does not provide support for this phrase. Applicant should specifically point out where in the 
specification support for this phrase can be found. There is no discussion in the specification that the 
clones contain a "same set of chromosomes. Further, this phrase does not occur in the originally filed 
claims. Without support, there is no evidence that applicant contemplated that the clones would contain 
"same set of chromosomes" at the time of filing. 
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In addition, claim 69 is drawn to nonhuman, non-embryonic mammal from which a differentiated 
cell has been taken and a clone thereof, wherein the clone has the same set of chromosomes as the 
nonhuman mammal. Claim 70 is drawn to a cell culture comprising nonhuman mammalian differentiated 
cells and a clone thereof, wherein the cloned has the same set of chromosomes as the cells in the 
culture. The specification does not contemplate either a nonhuman, mammal and a clone of the mammal 
nor nonhuman mammalian differentiated cells and clone produced from the cells as a product, kit or any 
other invention. Applicant needs to provide specific support for the contemplation of the two products as 
one invention. 


The following is a quotation of the second paragraph of 35 U.S.C. 112: 

Tne specification shall conclude with one or more claims particularly pointing out and distinctly claiming the subject 
matter which the applicant regards as his invention. 

Claims 92, 95, 101, 108, 109, 116, 119, 121, 123, and 126-130 are rejected under 35 U.S.C. 112, 
second paragraph, as being indefinite for failing to particularly point out and distinctly claim the subject 
matter which applicant regards as the invention. 

Claims 57, 61, 69 and 70 have the phrase "has the same set of chromosomes as a pre-existing 
mammal." However, there is no definition of "same set" in the specification. Does applicant mean the 
same chromosomes that were in the parent, chromosomes that have identical nucleotide sequence, 
chromosomes that have the same karyotype or a group of chromosomes having the same number as the 
pre-existing mammal? Applicant is requested to point out the definition for this phrase by page and line 
number. 

Claims 57, 65 and 71 state "is capable of developing to term" which is confusing as to the metes 
and bounds of the claim. Is an embryo that doesn't develop to term included in the claim? If only 
embryos that develop to term are included, won't the embryo be gone by the time the subject matter is 
realized? If the embryo isn't permitted development to term, is it included in the subject matter of the 
claim? 
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Claims 65 and 67 are unclear as if the donor cell is genetically modified, then the resulting 
mammalian embryo or mammal cannot be a clone. 

Claims 69 and 70 are unclear as to the scope of "nonhuman mammalian clone." Does application 
intend the scope to a cloned nonhuman mammal or cloned cells? 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the basis 
for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or 
in public use or on sale in this country, more than one year prior to the date of application for 
patent in the United States. 

Claims 57-64 and 71 remain rejected under 35 U.S.C. 102(b) as being clearly anticipated by U.S. 
Patent 5,057,420 issued October 15, 1991 (Massey) for reason set forth in the office action mailed 
December 19, 2001 in paper no. 6. 

Massey teaches bovine embryos isolated from cows that have been artificially inseminated (col. 
3, lines 18-31). Bovine embryos encompassed by the present claims and made by a particular process of 
the claims do not have a property that distinguishes them from those bovine embryos taught by Massey. 
That the claimed embryos have the same set of chromosomes as a nonhuman, non-embryonic mammal 
does not provide a distinguishing feature to the resultant embryo, as the source of the embryo's 
chromosomes does not affect the embryo. 

Claims 57-64 and 71 remain rejected under 35 U.S.C. 102(b) as being clearly anticipated by The 
Science of Providing Milk for Man, Campbell and Marshall, McGraw Hill Book Co., New York, 1975, pages 
48, 49, and 51-56 for the reasons presented in the office action mailed December 19, 2001 in paper no. 
6. 

At pages 48,49 and 51-56, Campbell and Marshall teach several different bovines that existed 
prior to applicant's invention. A bovine produced by the claimed methods would not be patentably distinct 
from any one of the bovines of Campbell and Marshall as the 
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method of producing does not provide a patentably distinguishing feature to the claimed mammal. That 
the claimed mammals have the same set of chromosomes as a nonhuman, non-embryonic mammal does 
not provide a distinguishing feature to the resultant mammal, as the source of the mammal's 
chromosomes does not affect the mammal. 

Applicant's mammals are clones of embryos and mammals that existed prior to the claimed 
invention. The claims state that. 

Claims 57-64 and 71 remain rejected under 35 U.S.C. 102(b) as being clearly anticipated by Sims 
et al. (1993) Proceed. Natl. Acad. Sci. 90, 6143-6147 for the reasons presented in the office action mailed 
December 19, 2001. 

Sims teaches the production of bovines and bovine embryos by nuclear transfer, where the donor 
nucleus is from a bovine cultured inner cell mass cell (page 6145, col. 2, parag. 2, lines 1-7 and page 
6146, col. 1, parag. 2, lines 6-11). The source of the donor 

nucleus, be it bovine inner cell mass cell or a non-embryonic cell as claimed, does not provide a 
patentable distinction on the resulting bovine embryo or bovine. The source of the donor nucleus does 
not alter the bovine embryo or bovine such that the bovine embryo or bovine encompassed by applicant's 
claims is patentable distinct from those of Sims et al. Indeed, the bovine embryo and bovine of Sims 
contains the same set of chromosomes as a non-embryonic bovine of the same species, that is the same 
chromosomes as the donor bovine. 

Claims 65-68 remain rejected under 35 U.S.C. 102(b) as being clearly anticipated by WO 
95/17500 published 29 June 1995 (Stice). 

Stice teaches transgenic nonhuman mammalian embryos and transgenic nonhuman mammals 
produced by nuclear transfer where the nuclear donor is an embryonic cell comprising a genetic 
modification (page 33, lines 14-24). The source of the donor nucleus, be it a genetically modified 
nonhuman embryonic cell as Stice teaches or a genetically 

modified non-embryonic, nonhuman mammalian cell as claimed, does not provide a patentable distinction 
on the resulting genetically modified nonhuman embryo or genetically modified nonhuman mammal. The 
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source of the donor nucleus does not alter the embryo or mammal such that the embryo or mammal 
encompassed by applicant's claims is patentable distinct from those of Stice et al. Further, Stice teaches 
that the cells are cultured in vitro and are abstracted ex wVo(page 6144, 1, 8-15). 

Applicant argues that each cited reference teaches the conventional process of producing 
embryos by fertilization of an egg by a sperm. Applicant argues that conventional reproduction and 
cloning using a conventional embryo as the source of donor cells do not permit the selection of an 
existing mammal that has advantageous characteristics and make a genetic copy of it. Applicant argues 
that the mixing of genetic material from separate parents results in an offspring with an unpredictable 
mixture of genetic traits. Applicant argues that the use of a differentiated cell from the mammal to be 
cloned, a pre-existing mammal, prevents any unpredictability resulting from the mixing of parental 
genomes. Applicant argues that there is need for only one parent to produce the claimed mammals, and 
not two as in the references. Declarant Wells supports applicant's arguments in stating that the 
references do not teach the production of mammals from "one parent" or mammals that contain the 
same set of chromosomes as a prior existing embryo or mammal. These arguments are not persuasive. 

Regardless of how the mammals were actually produced in the prior art, there are no identifying 
characteristics or features of the claimed mammals that would distinguish them from the mammals in the 
art. For example, the Merino sheep taught by McLaughlin cannot be distinguished from Merino sheep of 
applicant's claims. In a side-by-side comparison of McLaughlin's sheep and sheep of applicant's claims, 
there would be no patentably distinguishing differences. Another way to look at the issue, is if there were 
two Merino sheep in the yard, how could one tell which was produced by sexual reproduction and which 
was produced by cloning; which had a genome from two parents, versus one that had one a genome of 
one parent. Once the embryo or mammal is made, how it was made cannot be discerned. In fact, one of 
the sheep would be prior existing. Again, the examiner does not see any patentably distinguishing 
characteristics or features of the sheep presently claimed and those of McLaughlin. This same argument 
applies to the claims to pig, goat, mouse, rabbit and cow as claimed. The limitation provided by "same 
set of chromosomes as the pre-existing mammal" does not distinguish from the art. In fact it admits that 
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the mammals of the claims are the same as the nuclear donor mammals, and thus known in the art at 
the time of filing. Thus, a clone of any one of the mammals in the cited prior art would be the same as a 
mammal of the claims. They both would have the "same set of chromosomes." 

With regard to "same set of chromosomes," without a clear definition of what is meant by this 
phrase, and mammal of the same species would have the same number of chromosomes, the same 
genes on the chromosomes and the same chromosome structure, such as by RFLP analysis, as examples. 
In this regard, if same set means same number of chromosomes, then the mammals in the cited prior art 
would certainly anticipate the claims. Further, if same set means same karyotype, same RFLP analysis or 
same genomic sequence, applicant needs to supply such information as the patent office does not have 
facilities to test the art products and the claimed products. See In re Best, Bolton, and Shaw, 195 USPQ 
430, 433 (CCPA 1977). 

Applicant argues that patentably should turn on novelty and nonobviousness, and not how the 
mammal looks and behaves. Applicant argues that the limitation that the cloned embryo and mammal 
has the same set of chromosomes of a pre-existing, non-embryonic mammal from which a differentiated 
cell has been taken is the distinguishing feature. Applicant questions the statutory authority for a side-by- 
side comparison of products. Applicant states that very few patentable articles are immediately 
recognizable as being patented unless they are marked. These arguments are not persuasive. 

The lack of novelty is the basis for the art rejections of record. The claimed cloned embryos and 
mammals are not novel because they are copies of embryos and mammals that existed before. 
References to looks and behavior in the previous office action were meant to establish that there are no 
features of the claimed embryos and mammals due to the genome content. These cloned embryos and 
mammals are indistinguishable from those embryos and mammals in the prior art, and that they neither 
look nor behave any differently than those mammals. The source of genome or the number of parents do 
not affect the resultant mammals such that patentable differences arise. The fact is no difference could 
be told between a three- year old "nuclear donor mammal and its clone as an example. This is the basis 
of the rejection. The clone and the nuclear donor mammal are indistinguishable, or if they aren't 
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applicant has not argued or stated such distinction. A side-by-side comparison doesn't require statutory 
authority. It is merely one method through which the prior art mammals and those of the claims can be 
distinguished. Further, the side-by-side comparison was not intended to be only for physical differences. 
A side-by-side comparison provides no differences between the mammals of the cited art and those of 
the claims in any area of comparison. The genomes are the same, and, thus, the mammals are duplicates 
of one another. How can the mammal in the art differ from that of the claim when they are genetically 
identical? To be complete, none of the examiner's arguments were directed to the need to mark a 
product for infringement purposes. That is beyond the scope of an examiner's function, as stated by 
applicant. 

Applicant states that they do not contest that a cloned cow or a cloned cow embryo covered by 
the present claims will generally look like any other cow or cow embryo clone, including those taught in 
the references and the parent animals from which the clone derives. Applicant argues that the examiner 
is ignoring their limitations and that these limitations are absent in the cited art. Applicant argues that the 
mammals and mammalian embryos cited are not clones of a pre-existing, non-embryonic mammal from 
which differentiated cells have been taken. Applicant argues that this is a structural limitation that 
distinguishes the claimed embryos and mammals from those in the cited prior art. 

The limitation "has the same set of chromosomes as a prior existing mammal" is not a structural 
limitation to the cloned embryo or product. This does not provide any type of feature that can distinguish 
the prior mammal from the cloned product. A clone of the mammals of the art, or their embryos, cannot 
be distinguished structurally from the donor prior-existing mammal. The donor and their clones would be 
identical genetically. A clone of any mammal in the cited prior art would be the same as the mammal of 
the art. There would be no patentably distinct feature. 

Applicant argues that it is not possible for a clone and the nuclear donor not to be distinguished. 
Applicant argues that the phenotype of any mammal is determined by genetic and environmental factors. 
Applicant argues that since the mammals of the claims would have different genomic compositions and 
be raised in different environments, the mammals and the clones will have distinguishing characteristics. 


* 
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Applicant argues that the differences in chromosomal content could be easily determined. Applicant 
argues that the clones and the parent animal would be of different ages. This argument is supported by 
the Dr. Wells, declarant. 

The claims do not contain any limitations to phenotypic characteristics of the cloned mammals 
over those of the art. Any such features applicant should include in the claim so that these features can 
be examined. While genetic differences can be distinguished by known methods, the methods supplied 
by Dr. Wells would not find differences between the mammals and embryos of the cited prior art and 
their clones. Also, it is not seen how differences between mammals that do not alter their function, use, 
biology, biochemistry or any other aspect of their existence would provide a patentable different. It is not 
seen, as an example, how a cow with a crooked horn would be patentable distinct over a cow with a 
straight horn. Alterations due the environment do not necessarily imbue patentable distinction. 

Furthermore, the claims state "pre-existing mammal." This includes mammal embryos. As the 
cited prior art produced clones from prior existing mammal embryos, the cited art clearly anticipates the 
"pre-existing mammal." 

Any inquiry concerning this communication or earlier communications from the examiner should 
be directed to Deborah Reynolds, SPE of AU 1632 whose telephone number 703-305-4051. The 
examiner can normally be reached on M-Th. 

The fax phone numbers for the organization where this application or proceeding is assigned are 
703-308-4242 for regular communications and 703-308-4242 for After Final communications. 

Any inquiry of a general nature or relating to the status of this application or proceeding should 
be directed to the receptionist whose telephone number is 703-308-0916. 



Deborah Crouch, Ph.D. 
Primary Examiner 
Art Unit 1632 


D.C. 

May 8, 2003 


